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DETAILED ACTION 
Status of the Application 

1 . The amendments and remarks filed 1 0 August 2009 are acl<nowledged. 
Applicants have amended claim 16 and cancelled claims 23-25. Claims 16, 17 and 22 
are pending and subject to Examination on the merits. 

Witlidrawal of Rejections/Objections 

2. Any rejection/objection recited in the previous Office action and not explicitly 
restated below is hereby withdrawn. 

3. The rejection of claims 1 6, 1 7 and 22-25 under 35 USC 112 1^' paragraph - 
written description. New Matter, is withdrawn in view of the amendments to claim 16 
which recites that the method utilizes SEQ ID NO: 2, which was originally disclosed in 

the original claims and specification. 

4. The objection to the specification for introducing new matter is hereby withdrawn 
upon further consideration and upon Applicants Declaration and Remarks stating that all 
instances of the species Cypridina noctiluca was an error and should have recited 
Vargula hilgendorfi. It is noted that SEQ ID NO: 2 was originally filed in the claims and 
the specification; Applicants assert that the use of the wrong organism was merely a 
typographical mistake at the time of filing (see Declaration filed 02/27/2009, Remarks 
from the same date). It is noted that V. hilgendorfi is well known to contain this 
particular luciferase which is part of the monitor protein (a fusion protein of luciferase, 
cleavage site and yellow fluorescent protein) and thus one skilled in the art would be 
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able to isolate and use the noted luciferase (which was first isolated in 1989) to make 
use the instant invention. On the other hand, a luciferase from Cypridinia noctiluca was 
not isolated until post-filing, albeit it was Applicants own work. However, all 
abbreviations in the specification referring to the V. hilgendorfi are to "Vluc" and not to 
"Clue" thus also suggesting that the argument of a typographical error to be accurate. 
Thus, based on Applicants arguments and the assessment that SEQ ID NO: 2 was 
originally filed in the specification adn the claims and thus fully disclosed and supported, 
changing the occurrences of Cypridinia noctiluca to V. tiilgendorfi now fully supports the 
claimed invention, e.g. use of SEQ ID NO: 2. Thus, the objection to the specification is 
withdrawn. 



Double Patenting 

5. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman. 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

6. Claims 16,17 and 22 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 9-1 2 and 1 8 of U.S. Patent No. 
7,544,484. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because claim 9 of the '569 application is drawn to an isolated 
polynucleotide comprising SEQ ID NO: 1 which encodes a chimeric monitor protein of 
the following form: a Vargula luciferase and yellow fluorescent protein (YFP) which 
according to Figure 1 b, also encodes for a linker peptide between the luciferase and 
YFP - said polynucleotide notably encodes for a protein which is 100% Identical to the 
instant SEQ ID NO: 2 (see alignment below and results in SCORE). The other claims of 
the '569 application are drawn to vectors, transformants and methods of making said 
chimeric fusion proteins. As such, it would be obvious to use the noted DNA and 
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encoded protein in the instant claimed methods for using such a chimeric fusion protein 
to quantitatively monitor the energy change in energy transfer between the YFP and 
luciferase. 



RESULT 1 
ADL56773 

ID ADL56773 standard; DNA; 2502 BP. 

XX 

AC ADL567 7 3; 
XX 

DT 03-JUN-2004 (first entry) 
XX 

DE DNA encoding chimeric protein #2 . 
XX 

KW ds; gene; secretory chimeric protein; membrane-bound chimeric protein; 

KW antidiabetic; antiinflammatory. 

XX 

OS Unidentified. 
XX 

FH Key Location/Qualifiers 

FT CDS 1. .2502 

FT /*tag= a 

FT /product= "Chimeric peptide #2" 

XX 

PN WO2004022600-A1 . 
XX 

PD 18-MAR-2004. 
XX 

PF 04-SEP-2003; 2003WO-JP011285 . 

XX 

PR 06-SEP-2002; 2002 JP-00261229 . 

PR lO-DEC-2002; 2002 JP-00357407 . 

XX 

PA (NAAD-) NAT INST ADVANCED IND SCI & TECHNOLOGY. 
XX 

PI Ohmiya Y, Ashitaka E, Ito S; 
XX 

DR WPI; 2004-248450/23. 

DR P-PSDB; ADL56783. 

XX 

FT Chimeric secretory or membrane-bound protein containing an energy 

FT generating protein and an energy accepting protein for use as a reporter 

FT of gene expression. 

XX 

PS Disclosure; SEQ ID NO 2; 57pp; Japanese. 
XX 

CC The invention relates to secretory or membrane-bound chimeric proteins, 

CC containing an energy generating protein bound to an energy accepting 
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CC protein, in which energy transfer between the generating and accepting 
CC proteins can take place. The proteins are useful as a reporter for gene 
CC expression within the cell, for example to monitor the effect within the 
CC cell of antidiabetic or antiinflammatory drugs. The present sequence 
CC represents DNA encoding a chimeric protein of the invention 
XX 

SQ Sequence 2502 BP; 712 A; 609 C; 647 G; 534 T; 0 U; 0 Other; 
Alignment Scores: 

Pred. No.: 0 Length: 2502 

Score: 4504.00 Matches: 833 

Percent Similarity: 100.0% Conservative: 0 

Best Local Similarity: 100.0% Mismatches: 0 

Query Match: 100.0% Indels: 0 

DB: 12 Gaps: 0 

US-lO-537-971-2 (1-833) x ADL56773 (1-2502) 

Qy 1 MetLysIlellelleLeuSerVallleLeuAlaTyrCysValThrAspAsnCysGlnAsp 20 

Db 1 ATGAAGATAATAATTCTGTCTGTTATATTGGCCTACTGTGTCACCGACAACTGTCAAGAT 60 

Qy 21 AlaCysProValGluAlaGluProProSerSerThrProThrValProThrSerCysGlu 40 

Db 61 GCATGTCCTGTAGAAGCGGAACCGCCATCAAGTACACCAACAGTTCCAACTTCTTGTGAA 120 

Qy 41 AlaLysGluGlyGluCysIleAspThrArgCysAlaThrCysLysArgAspIleLeuSer 60 

Db 121 GCTAAAGAAGGAGAATGTATAGATACCAGATGCGCAACATGTAAACGAGATATACTATCA 180 

Qy 61 AspGlyLeuCysGluAsnLysProGlyLysThrCysCysArgMetCysGlnTyrVallle 80 

Db 181 GATGGACTGTGTGAAAATAAACCAGGGAAGACATGCTGTAGAATGTGCCAGTATGTGATT 240 

Qy 81 GluCysArgValGluAlaAlaGlyTyrPheArgThrPheTyrGlyLysArgPheAsnPhe 100 

Db 241 GAATGCAGAGTAGAAGCAGCTGGTTATTTTAGAACGTTTTACGGCAAAAGATTTAATTTT 300 

Qy 101 GlnGluProGlyLysTyrValLeuAlaArgGlyThrLysGlyGlyAspTrpSerValThr 120 

Db 301 CAGGAACCTGGTAAATATGTGCTGGCTAGGGGAACCAAGGGTGGCGATTGGTCTGTAACC 360 

Qy 121 LeuThrMetGluAsnLeuAspGlyGlnLysGlyAlaValLeuThrLysThrThrLeuGlu 140 

Db 3 61 CTCACCATGGAGAATCTAGATGGACAGAAGGGAGCTGTGCTGACTAAGACAACACTGGAG 420 

Qy 141 ValAlaGlyAspVallleAspIleThrGlnAlaThrAlaAspProIleThrValAsnGly 160 

Db 421 GTTGCAGGAGACGTAATAGACATTACTCAAGCTACTGCAGATCCTATCACAGTTAACGGA 480 

Qy 161 GlyAlaAspProVallleAlaAsnProPheThrlleGlyGluValThrlleAlaValVal 180 

Db 481 GGAGCTGACCCAGTTATCGCTAACCCGTTCACAATTGGTGAGGTGACCATTGCTGTTGTT 540 

Qy 181 GluIleProGlyPheAsnlleThrVallleGluPhePheLysLeuIleVallleAspIle 200 

Db 541 GAAATACCGGGCTTCAATATCACAGTCATCGAATTCTTTAAACTAATCGTGATTGATATT 600 

Qy 201 LeuGlyGlyArgSerValArglleAlaProAspThrAlaAsnLysGlyLeuIleSerGly 220 

Db 601 CTGGGAGGAAGATCTGTGAGAATTGCTCCAGACACAGCAAACAAAGGACTGATATCTGGT 660 

Qy 221 IleCysGlyAsnLeuGluMetAsnAspAlaAspAspPheThrThrAspAlaAspGlnLeu 240 
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ATCTGTGGTAATCTGGAGATGAATGACGCTGATGACTTTACTACAGATGCAGATCAGCTG 1 
AlalleGlnProAsnlleAsnLysGluPheAspGlyCysProPheTyrGlyAsnProSer 2 
GCGATCCAACCCAACATAAACAAAGAGTTCGACGGCTGCCCATTCTATGGCAATCCTTCT l 
AspIleGluTyrCysLysGlyLeuMetGluProTyrArgAlaValCysArgAsnAsnlle 5 
GATATCGAATACTGCAAAGGTCTGATGGAGCCATACAGAGCTGTATGTCGTAACAATATC £ 
AsnPheTyrTyrTyrThrLeuSerCysAlaPheAlaTyrCysMetGlyGlyGluGluArg ; 
AACTTCTACTATTACACTCTATCCTGTGCCTTCGCTTACTGTATGGGAGGAGAAGAAAGA S 
AlaLysHisValLeuPheAspTyrValGluThrCysAlaAlaProGluThrArgGlyThr ; 
GCTAAACACGTCCTTTTCGACTATGTTGAGACATGCGCTGCGCCGGAAACGAGAGGAACG S 
CysValLeuSerGlyHisThrPheTyrAspThrPheAspLysAlaArgTyrGlnPheGln ; 
TGTGTTTTATCAGGACATACTTTCTATGACACATTCGACAAAGCAAGATATCAATTCCAG 1 
GlyProCysLysGluIleLeuMetAlaAlaAspCysTyrTrpAsnThrTrpAspValLys 3 
GGCCCATGCAAGGAGATTCTGATGGCCGCAGACTGTTACTGGAACACATGGGATGTAAAG 1 
ValSerHlsArgAspValGluSerTyrThrGluValGluLysValThrlleArgLysGln 3 
GTTTCACATAGAGACGTCGAATCATACACTGAGGTAGAGAAAGTAACAATCAGGAAACAG 1 
SerThrValValAspLeuIleValAspGlyLysGlnValLysValGlyGlyValAspVal < 
TCAACTGTAGTAGATCTCATTGTGGATGGCAAGCAGGTCAAGGTTGGAGGAGTGGATGTA 1 
SerlleProTyrSerSerGluAsnThrSerlleTyrTrpGlnAspGlyAspIleLeuThr < 
TCTATCCCGTACAGCTCTGAGAACACTTCCATATACTGGCAGGATGGAGACATCCTGACG 1 
ThrAlalleLeuProGluAlaLeuValValLysPheAsnPheLysGlnLeuLeuValVal < 
ACGGCCATCCTACCTGAAGCTCTTGTCGTTAAGTTCAACTTTAAGCAGCTCCTTGTAGTT 1 
HisIleArgAspProPheAspGlyLysThrCysGlylleCysGlyAsnTyrAsnGlnAsp < 
CATATCAGAGATCCATTCGATGGAAAGACATGCGGCATATGTGGTAACTATAATCAAGAT 1 
SerThrAspAspPhePheAspAlaGluGlyAlaCysAlaLeuThrProAsnProProGly < 
TCAACTGATGATTTCTTTGACGCAGAAGGAGCATGCGCTCTAACCCCCAACCCCCCAGGA 1 
CysThrGluGluGlnLysProGluAlaGluArgLeuCysAsnAsnLeuPheAspSerSer J 
TGTACAGAGGAACAGAAACCAGAAGCTGAGCGACTTTGCAATAATCTCTTTGATTCTTCT 1 
IleAspGluLysCysAsnValCysTyrLysProAspArglleAlaArgCysMetTyrGlu J 
ATCGACGAGAAATGTAATGTCTGCTACAAGCCTGACCGGATTGCCCGATGTATGTACGAG 1 
TyrCysLeuArgGlyGlnGlnGlyPheCysAspHisAlaTrpGluPheLysLysGluCys J 
TATTGCCT GAGGGGACAACAAGGAT T T T GT GACCAT GC T T GGGAGT T CAAGAAAGAAT GC 1 
TyrlleLysHisGlyAspThrLeuGluValProProGluCysGlnGlySerThrGluPro I 
TACATAAAACATGGAGACACTCTAGAAGTACCACCTGAATGTCAAGGATCCACAGAGCCC 1 
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Qy 561 GlyLen^ln^lnV^l ^Iv^lnllf ",lii^li T v-riiiLenRInLy-Ai [Ehe^ly ^lyEhe 580 

Db 1681 GGC( 1740 

Qy 581 Thr( 600 

Db 1741 ACCG,,, ,,AA,T , ,AA ;TT AA( ( A " - m ,A , 1800 

Qy 601 GluLeuPheThrGlyValValProIleLeuValGluLeuAspGlyAspValAsnGlyHis 620 

Db 1801 GAGCTGTTCACCGGGGTGGTGCCCATCCTGGTCGAGCTGGACGGCGACGTAAACGGCCAC 1860 

Qy 621 LysPheSerValSerGlyGluGlyGluGlyAspAlaThrTyrGlyLysLeuThrLeuLys 640 

Db 1861 AAGTTCAGCGTGTCCGGCGAGGGCGAGGGCGATGCCACCTACGGCAAGCTGACCCTGAAG 1920 

Qy 641 PhelleCysThrThrGlyLysLeuProValProTrpProThrLeuValThrThrPheGly 660 

Db 1921 TTCATCTGCACCACCGGCAAGCTGCCCGTGCCCTGGCCCACCCTCGTGACCACCTTCGGC 1980 

Qy 661 TyrGlyLeuGlnCysPheAlaArgTyrProAspHisMetLysGlnHlsAspPhePheLys 680 

Db 1981 TACGGCCTGCAGrGCTTCGCCCGCTACCCCGACCACATGAAGCAGCACGACTTCTTCAAG 2040 

Qy 681 SerAlaMetProGluGlyTyrValGlnGluArgThrllePhePheLysAspAspGlyAsn 700 

Db 2 041 TCCGCCATGCCCGAAGGCTACGTCCAGGAGCGCACCATCTTCTTCAAGGACGACGGCAAC 210 0 

Qy 701 TyrLysThrArgAlaGluValLysPheGluGlyAspThrLeuValAsnArglleGluLeu 720 

Db 2101 TACAAGACCCGCGCCGAGGTGAAGTTCGAGGGCGACACCCTGGTGAACCGCATCGAGCTG 2160 

Qy 721 LysGlylleAspPheLysGluAspGlyAsnlleLeuGlyHisLysLeuGluTyrAsnTyr 740 

Db 2161 AAGGGCATCGACTTCAAGGAGGACGGCAACATCCTGGGGCACAAGCTGGAGTACAACTAC 2220 

Qy 741 AsnSerHisAsnValTyrlleMetAlaAspLysGlnLysAsnGlylleLysValAsnPhe 760 

Db 2221 AACAGCCACAACGTCTATATCATGGCCGACAAGCAGAAGAACGGCATCAAGGTGAACTTC 2280 

Qy 761 LysIleArgHisAsnlleGluAspGlySerValGlnLeuAlaAspHisTyrGlnGlnAsn 780 

Db 2281 AAGATCCGCCACAACATCGAGGACGGCAGCGTGCAGCTCGCCGACCACTACCAGCAGAAC 2340 

Qy 781 ThrProIleGlyAspGlyProValLeuLeuProAspAsnHisTyrLeuSerTyrGlnSer 800 

Db 2341 ACCCCCATCGGCGACGGCCCCGTGCTGCTGCCCGACAACCACTACCTGAGCTACCAGTCC 2400 

Qy 801 AlaLeuSerLysAspProAsnGluLysArgAspHisMetValLeuLeuGluPheValThr 820 

Db 2401 GCCCTGAGCAAAGACCCCAACGAGAAGCGCGATCACATGGTCCTGCTGGAGTTCGTGACC 2460 

Qy 821 AlaAlaGlylleThrLeuGlyMetAspGluLeuTyrLys 833 

Db 24 61 GCCGCCGGGATCACTCTCGGCATGGACGAGCTGTACAAG 24 99 
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Response to Arguments 

7. Applicants arguments filed 10 August 2009 have been fully considered. The 
remarks and amendments to the claims on the one hand are convincing to necessitate 
the withdrawal of all previous New Matter rejections and objections as outlined above. 

However, upon further consideration and comparison the issued US Patent 7,544,484 
and the instant claims, the Obvious Double Patenting rejection is made (and also made 
non-provisional). 



Conclusion 

8. No claim is allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUZANNE M. NOAKES whose telephone number is 
(571)272-2924. The examiner can normally be reached on 7.00 AM-3.30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/SUZANNE M. NOAKES/ 
Primary Examiner, Art Unit 1656 
03 November 2009 



